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DETAILED ACTION 

Response to Arguments 

1 . As to Claim 21 , Applicant argues that Ferree fails to disclose a method that 
includes "connecting the first portion to the second portion at one or more 
locations using the variable link, the variable link passing through the material." 
Examiner respectfully disagrees. Examiner contends that the variable link 114 passes 
through the annulus (the material), as it links the inner arms of the implant with the outer 
wall. The position of link 1 14 as seen in Fig. 2 does disclose a variable link that passes 
through the material. 

2. Applicant's arguments with respect to claims 1 , 3-5, 7-20, and 22-24 have been 
considered but are moot in view of the new ground(s) of rejection. Please direct 
attention to rejection below, specifically reference Trieu as to teach a common element 
folded into a plurality of portions. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1, 5, 7-11, 15, 17, and 21-23 are rejected under 35 U.S.C. 102(e) as 
being anticipated by U.S. Patent Pub. No. 2004/0039392 to Trieu. 
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As to Claim 1, Trieu discloses a fissure repair device (Figs. 12a-12f) comprising: 
a common element (100) folded into a plurality of portions (Fig. 12c), the 
common element having a first end region and a second end region, separated by a 
middle region, the first end region and middle region further separated by a first 
intermediate region, the second end region and middle region further separated by a 
second intermediate region (See Fig. 12c Below), 
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Intermediate 
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Second / 
Intermediate 
Region 



Fig. 12c 



Second 
End 
Region 



the device including a first portion, a second portion, the first portion being 
formed by both end regions of the element and link portions formed by the first and 
second intermediate regions (Fig. 12d below); and 
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Link Portion 





Second Portion 

a variable link between the first portion and second portion (length of 107 and 
108 can be varied depending on length of element 100). 

As to Claim 5, Trieu discloses a fissure repair device wherein each of the first 
and second end portions is provided with one or more areas of reinforcement (103', 
[0061]) 

As to Claim 7, Trieu discloses a fissure repair device wherein the link portion 
includes one or more materials which promote tissue in growth and/or the supply of 
blood [0029]. 

As to Claim 8, Trieu discloses a fissure repair device wherein a first fold (109) is 
provided between the middle region and the first intermediate region, a second fold 
(110) is provided between the middle region and the second intermediate region, a third 
fold (near 107, Fig. 12c) is provided between the first intermediate region and the first 
end region, and a fourth fold (near 108, Fig. 12c) is provided between the second 
intermediate region and the second end region (folds seen in Figs. 12c and 1 2d). 
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As to Claim 9, Trieu discloses a fissure repair device wherein, when folded, the 
first intermediate region contacts the second intermediate region (via 106) and the first 
and second intermediate regions are substantially parallel to one another (Fig. 12e). 

As to Claim 10, Trieu discloses a fissure repair device wherein the first 
intermediate region is at 90° +/- 5° to at least one of the first end region and the middle 
region (during folds 12b-12c, [0061]). 

As to Claim 1 1 , Trieu discloses a fissure repair device wherein at least one of the 
first and second intermediate regions contact a side of the fissure (Fig. 12f, and [0061]). 

As to Claim 15, Trieu discloses a fissure repair device wherein a receiving space 
for the annulus to one side of the fissure is provided between first end region of the first 
portion and the second portion and a receiving space for the annulus to the other side of 
the fissure is provided between the second end region of the first portion and the 
second portion (Fig. 12f, and [0061]). 

As to Claim 17, Trieu discloses a fissure repair device wherein a second portion 
(Fig. 1 2d above) Includes a plurality of inclined barbs (20) to provide anchoring to the 
annulus [0033]. 

As to Claim 22, Trieu discloses a fissure repair device wherein a further fold is 
provided at least one of between a first part of the first end region and a second part of 
the first end region and between a third part of the first end region and a second part of 
the first end region (103'). 
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As to Claim 23, Trieu discloses a fissure repair device wherein the second 
intermediate region is at 90° +/- 5° to at least one of the second end region and the 
middle region (Fig. 12d). 

3. Claims 21 is rejected under 35 U.S.C. 102(e) as being anticipated by U.S. 
Patent Pub. No. 2003/0078579 to Ferree. 

As to Claim 21, Ferree discloses a method of repairing a fissure in a material, 
the method including the steps of: providing a fissure repair device [0039], the device 
including a first portion (110 and 110'), a second portion (120 and 120') and a variable 
link (1 1 4); deploying the first portion of the device inside the fissure [0044]; deploying 
the second portion of the device outside the fissure (Fig. 7D); connecting the first 
portion to the second portion at one or more locations using the variable link [0042, 
0044], the variable link passing through the material (See Fig. 2 and Fig. ID). 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 3 and 4 are rejected under 35 U.S.C. 103(a) as being unpatenable over 
U.S. Patent Pub. No. 2003/0078579 to Trieu in view of U.S. Patent No. 7,341 ,601 to 
Eisermann et al. 



Application/Control Number: 10/594,158 Page 7 

Art Unit: 3775 

As to Claims 3 and 4, Trieu discloses the claimed invention except wherein the 
first portion includes a first part, second part and third part, the first portion being 
provided with one or more holes in the second part thereof, the first portion being 
provided in the first and third parts thereof with one or more further sets of holes; and at 
least one of the first part and third part is folded against the second part, the holes in the 
first and third parts align with holes in the second part. 

Eisermann discloses a fissure repair device (30 in Fig. 6) wherein the first portion 
being provided with one or more holes in the second part thereof (holes within mesh of 
30 and 35a and b), the first portion being provided in the first and third parts thereof with 
one or more further sets of holes (holes provide through portions of implant in Fig. 6); 
and the first part and/or third part are folded against the second part, the holes in the 
first and third parts align with holes in the second part (folding over in 30 in Fig. 6 would 
align 35a, b, and holes within mesh) in order to promotes tissue growth and repair of the 
annulus and stabilize the implant (Col. 2, lines 36-50). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the fissure repair device of Trieu with the holes of 
Eisermann in order to promotes tissue growth and repair of the annulus and stabilize 
the implant. 

6. Claims 12-14, 16, 18-20, and 24 are rejected under 35 U.S.C. 103(a) as being 
unpatenable over U U.S. Patent Pub. No. 2004/0039392 to Trieu in view of U.S. Patent 
Pub. No. 2003/0078579 to Ferree. 
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As to Claims 12-14, 16, 18-20, and 24 Trieu discloses the claimed invention 
except for wherein the first portion and second portion define the verticals of an H 
shape, particularly when considered in plan view in an intervertebral disc space, and the 
link portion defines the cross bar of an H shape; wherein at least two variable links are 
provided, a first variable link provided between the first end region and the second 
portion and a second variable link provided between the second end region and the 
second portion; wherein a variable link is used to one or more of vary the distance 
between one end region of the first portion and the second portion, vary the tension 
between one region end of the first portion and the second portion, pull the first portion 
against the inside of the annulus or a part thereof, and pull the second portion against 
the outside of the annulus; wherein the link portion passes through the fissure, from the 
inside of the annulus to the outside thereof and the link portion keeps the sides of the 
fissure apart; in which the first end region is provided with a reduced height neck part 
and the second end region is provided with an aperture; wherein the first intermediate 
region is provided with a reduced height neck part and the second intermediate region 
is provided with an aperture; wherein the first intermediate region provided with the 
reduce height neck part is passed through the aperture in the second intermediate 
region; wherein the first end region provided with the reduced height neck part is 
passed through the aperture in the second end region. 

Ferree discloses a fissure repair device (15) including a first portion (110 and 
1 1 0'), a second portion (1 20 and 1 20') and a variable link (1 1 4) between the first 
portion and second portion, the first portion being linked to the second portion by one 
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or more link portions (114), the second portion being formed by both end portions of 
the element [0042] and (Fig. 4 shows 120 and 120' at end portion of element); wherein 
the first portion and second portion define the verticals of an H shape, particularly when 
considered in plan view in an intervertebral disc space, and the link portion defines the 
cross bar of an H shape (Figs. 1 and 2); wherein a variable link is used to one or more 
of vary the distance between one end region of the first portion and the second portion, 
vary the tension between one region end of the first portion and the second portion, 
pull the first portion against the inside of the annulus or a part thereof, and pull the 
second portion against the outside of the annulus [0041, 0042]; in which the first 
portion (1 10 and 110') is in the forming of a first second portion (120) forming part, first 
link portion (114), first portion (110 and 110'), second link portion (108) and second 
portion forming part (120'), with this being the sequence from one end to the other of 
the element; in which one of the second portion forming parts (120) and/or the link 
portion (140) connected to it, is provided with a reduced height part and/or neck part 
(neck part in [0042]) and the other of the second portion forming parts (1 20') and/or the 
link portion connected to it, is provided with an aperture (aperture through 108 
surrounding 114); in which the second portion forming part provided with the reduced 
height part and/or neck part is passed through the hole in the other second portion 
forming part [0042] in order to provide an intradiscal component is typically positioned 
adjacent the inner surface of the annulus fibrosis, with the invention further including a 
body disposed between the intradiscal and extradiscal components to at least partially 
consume the defect [0012]. 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the fissure repair device of Trieu with the shape and link 
modifications of Ferree in order to provide an intradiscal component is typically 
positioned adjacent the inner surface of the annulus fibrosis, with the invention further 
including a body disposed between the intradiscal and extradiscal components to at 
least partially consume the defect. 

Conclusion 

3. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTOPHER BECCIA whose telephone number is 
(571 )270-7391 . The examiner can normally be reached on M-F 7:30am - 5pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas Barrett can be reached on 571-272-4746. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/CHRISTOPHER BECCIA/ 
Examiner, Art Unit 3775 



/Thomas C. Barrett/ 
Supervisory Patent Examiner, Art 
Unit 3775 



